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Art Unit: 3761 

DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1. A request for continued examination under 37 CFR 1.1 14, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is eligible 
for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1 . 1 7(e) has 
been timely paid, the finality of the previous Office action has been withdrawn pursuant to 37 
CFR 1.114. Applicant's submission filed on October 1, 2007 has been entered. 

Response to Arguments 

2. Applicant's arguments, see Remarks, filed October 1, 2007, with respect to the 
rejection(s) of claim(s) 1-20 under 35 U.S.C. 102 have been fully considered and are 
persuasive. Therefore, the rejection has been withdrawn. However, upon further consideration, 
a new ground(s) of rejection is made in view of a newly found prior art reference. 

Information Disclosure Statement 

3. The information disclosure statement (IDS) submitted on October 1 , 2007 was filed after 
the mailing date of the final action on April 2, 2007. The submission is in compliance with the 
provisions of 37 CFR 1.97. Accordingly, the information disclosure statement is being 
considered by the examiner. 

Claim Rejections - 35 USC § 102 

4. The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 
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102(b) as being anticipated by Ciok et al 

With respect to claim 14: Ciok teaches a collecting bag for human body wastes, comprising: a 
bag member 1 including at least two outer film blanks 2,3 with joined edges accomplished by a 
seam 4 defining the outer contours of the bag member, said outer contours defining a fluid- 
retaining area of said bag member 1 . An inlet opening (not shown) is provided in film blank 3. A 
discharge portion 6 is present at a distance from the inlet opening in a lower portion of the bag 
member 1, and includes a closure device 7 for bringing the bag from a discharge position, in 
which the bag is open, to a position of use, in which the bag is closed. As can be seen in Fig. 1, 
the discharge portion 6 defines a longitudinal direction in that it lies parallel to the longer, major 
axis of the bag. An accommodating element 8 is present within the outer contours of the bag 
member for accommodating at least a part of the discharge portion 6 in the position of use of 
the bag. Bag member 1 includes at least a first substantially tubular inner film element and a 
second substantially tubular inner film element as can be seen in a cross-section of bag 1 in Fig. 
4, each substantially tubular inner film element being within said fluid-retaining area of said bag 
member 1 and attached to the inner side of each outer film blank by a respective pair of joint 
sections, as can also be seen in Fig. 4. The first and second substantially tubular inner film 
elements are respectively situated on the respective side of a dividing line through the center of 
basis portion 9 that is substantially parallel with the longitudinal direction defined by the 
discharge portion 6. Each substantially tubular inner element is provided in the lower portion of 
the bag member 1 adjacent discharge portion 6. The accommodating element 8 includes an 
element providing at least one opening for receiving at least a part of the discharge portion 6 in 
the position of use of the bag, said opening extending substantially transversely between 
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5. Claims 14 and 20 are rejected under 35 U.S.C. 
(WO 01/21115 A1). 
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respective pairs of joint sections of the first and the second substantially tubular inner film 
elements, respectively. (Fig. 4, Page 4, line 21 - Page 6, line 15, Page 6, lines 20 - 25) 



With respect to claim 20: The bag member 1 of Ciok is substantially symmetrical with 
respect to said dividing line, as can be seen in the cross sectional view of bag member 1 in Fig. 
4. 



Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or 
described as set forth in section 102 of this title, if the differences between the subject 
matter sought to be patented and the prior art are such that the subject matter as a 
whole would have been obvious at the time the invention was made to a person having 
ordinary skill in the art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 

7. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

8. Claims 1-7, 10-13, 15-17 and 21 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Ciok (WO 01/21 1 15 A1). 



With respect to claim 1: Ciok teaches a collecting bag for human body wastes, comprising: a 
bag member 1 including at least two outer film blanks 2,3 with joined edges accomplished by a 



Application/Control Number: 10/511,168 Page 5 

Art Unit: 3761 

seam 4 defining the outer contours of the bag member, said outer contours defining a fluid- 
retaining area of said bag member 1. An inlet opening (not shown) is provided in film blank 3. A 
discharge portion 6 is present at a distance from the inlet opening in a lower portion of the bag 
member 1, and includes a closure device 7 for bringing the bag from a discharge position, in 
which the bag is open, to a position of use, in which the bag is closed. As can be seen in Fig. 1 , 
the discharge portion 6 defines a longitudinal direction in that it lies parallel to the longer, major 
axis of the bag. An accommodating element 8 is present within the outer contours of the bag 
member for accommodating at least a part of the discharge portion 6 in the position of use of 
the bag. Bag member 1 includes at least a first substantially tubular inner film element and a 
second substantially tubular inner film element as can be seen in a cross-section of bag 1 in Fig. 
4, each substantially tubular inner film element being within said fluid-retaining area of said bag 
member 1 and attached to the inner side of each outer film blank by means of at least one joint 
as can also be seen in Fig. 4. The first and second substantially tubular inner film elements are 
respectively situated on each side of a dividing line through the center of basis portion 9 that is 
substantially parallel with the longitudinal direction defined by the discharge portion 6. Each of 
said substantially tubular inner film elements have, when the bag is substantially empty, a distal 
fold adjacent seam 4 and a proximal fold adjacent basis portion 9 with respect to said dividing 
line extending through the center of basis portion 9. A first joint is present between the first 
substantially tubular inner film element and one outer film blank 2 and a second joint is present 
between the second substantially tubular inner film element and said one outer film blank 2, 
each joint respectively including at least one proximal joint section at or near the proximal fold 
and at least one distal joint section at or near the distal fold. 

The first and second joints are angled toward the discharge portion at their upper ends, 
therefore, for each of said first and second joints, a first distance between at least a lower part of 
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the proximal joint section (the lower end of the joint closest to the discharge portion 6) and the 
proximal fold is smaller than a second distance between at least a lower part of the distal joint 
section and the distal fold. The accommodating element 8 provides at least one opening for 
receiving at least a part of the discharge portion 6 in the position of use of the bag, said opening 
extending substantially transversely between the proximal joint sections of the first and the 
second substantially tubular inner film elements, respectively. (Fig. 4) The proximal joint 
sections define a recessed space in the form of an open receptacle having basis portion 9 
therebetween that overlies the longitudinal dividing line, said recessed space being in the lower 
portion of the bag adjacent said discharge portion 6 and fully accommodating said closure 
device 7 in the in-use position so that said closure device 7 when received within said opening 
does not protrude outside an arched plane defined by an overall shape of said bag member. 
(Fig. 4, Page 4, line 21 - Page 6, line 15, Page 6, lines 20 - 25) 

Ciok does not teach that the joint sections are angled toward the discharge portion at 
their lower end, however a receptacle defined by joint sections that are angled as claimed would 
be equally capable of accommodating the discharge portion. Thus it would be obvious to one of 
ordinary skill in the art to modify the article of Ciok such that the joint sections are angled toward 
the discharge portion at their lower end to define a space sized to accommodate said discharge 
portion. 

With respect to claim 2: The proximal joint sections taught by Ciok between the first and second 
substantially tubular inner film elements 2,3, respectively, (collectively defining periphery 9a of 
basis portion 9) and one outer blank 2, extend obliquely with respect to said dividing line such 
that said proximal joint sections converge in the direction of the discharge portion 6 to define 
said recessed space. (Fig. 2) 
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With respect to claim 3: The second distance between the distal joint section and the distal fold 
is necessarily larger than the first distance between the lower part of the proximal joint section 
and the proximal fold, as the joint sections are angled inward toward the discharge portion 6 
adjacent said proximal fold. The second distance is also necessarily smaller than a third 
distance between the upper part of the proximal joint section and the proximal fold due to said 
angling of the joint sections. 

With respect to claim 4: Ciok does not explicitly teach an angle of inclination as claimed. 
However, it would be obvious to one of ordinary skill in the art to modify the angle so as to meet 
the claimed range, as both the accommodating means 8 of Clok and the claimed 
accommodating means are bounded by the respective proximal folds toward which the oblique 
joint sections converge, and Ciok teaches that the accommodating means 8 is sized to 
accommodate the discharge portion and closure device 7, as is the claimed accommodating 
means. Thus the size of the accommodating means is a design need. The angle of inclination 
would be based upon the dimensions of the proximal folds and the accommodating means. If 
there is a design need or a market pressure to solve a problem, and there are a finite number of 
identified, predictable solutions (i.e. dimensions for the proximal folds that will define an 
accommodating means size to fit the discharge portion), a person of ordinary skill in art has 
good reason to pursue known options within his or her technical grasp, and if this leads to 
anticipated success, it is likely product of ordinary skill and common sense, not innovation. 

With respect to claim 5: A distance between the lower ends of the oblique joint sections 
substantially corresponds to the cross-sectional dimensions of the corresponding part of the 
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discharge portion 6, as the lower ends are the ends closest the proximal folds which define the 
boundaries of the accommodating means 8 which is specifically sized to accommodate the 
discharge portion 6 and closure device 7. (Page 5, lines 11-25) 

With respect to claim 6: Each proximal joint section is considered herein to be substantially 
parallel with its respective proximal fold, inasmuch as it is coincident with said fold in the portion 
of the proximal section that extends vertically up and downward as is seen in Fig. 2, such that 
the first distance between the proximal joint section and the proximal fold is substantially 
uniform along a length of said proximal joint section. The said first distance is smaller than the 
second distance between the distal joint section and the distal fold, owing to the angling of each 
joint away from the proximal fold as one progresses along the joint in the general direction of the 
distal fold. 

With respect to claim 7: A distance between the proximal joint sections (i.e. the lower ends of 
the oblique joint sections) substantially corresponds to the cross-sectional dimensions of the 
corresponding part of the discharge portion 6, as the lower ends are the ends closest the 
proximal folds which define the boundaries of the accommodating means 8 which is specifically 
sized to accommodate the discharge portion 6. (Page 5, lines 1 1-25) 

With respect to claim 10: Each of said joint sections is reinforced by welding along the 
periphery 9a f which is considered herein to be spot welding inasmuch as only discrete portions 
are welded rather than a simultaneous welding of the entire film blanks 2,3 to one another. Spot 
welding is a reinforcing portion that is disclosed by applicant, thus the prior art of Ciok meets the 
limitation of claim 10. 
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With respect to claim 11: Ciok does not teach additional substantially tubular inner film 
elements provided in the bag member. However the tubular elements are a result of joint 
patterns, therefore it would be obvious to one of ordinary skill in the art to modify the article of 
Ciok by modifying the joint pattern so as to have additional tubular elements provided in bag 
member 1 with a reasonable expectation of success. It has been held that the mere duplication 
of the essential working parts of a device involves only routine skill in the art. St Regis Paper 
Co. v. Bemis. Co. 193 USPQ 8 (7th Cir. 1977) 

With respect to claim 12: Both substantially tubular inner elements are provided in the area of 
the bag member situated adjacent the discharge portion 6. (Fig. 4) 

With respect to claim 13: The bag member 1 of Ciok is substantially symmetrical with 
respect to said dividing line, as can be seen in the cross sectional view of bag member 1 in Fig. 
4. 

With respect to claim 15: The joint sections of each pair of joints that are proximal to said 
dividing line extend obliquely with respect to said dividing line such that said lower ends of said 
proximal joint sections converge in the direction of the discharge portion 6 to define said 
recessed space. The oblique joint sections inherently and necessarily shape the bag when it is 
at least partly filled so that a bag thickness measured between the two outer film blanks from 
front to back is smaller at said lower ends where said proximal joint sections converge than at 
upper ends of said proximal joint sections, owing to the decreasing area size defined by the joint 
sections between the sections and the dividing line. The decreased-size area is capable of 
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holding less fluid, thus the thickness will be less than at the upper ends of said proximal joint 
sections, where there is a larger area available for fluid to fill when the bag is at least partially 
filled. 

Ciok does not teach that the joint sections are angled toward the discharge portion at 
their lower end, however a receptacle defined by joint sections that are angled as claimed would 
be equally capable of accommodating the discharge portion. Thus it would be obvious to one of 
ordinary skill in the art to modify the article of Ciok such that the joint sections are angled toward 
the discharge portion at their lower end to define a space sized to accommodate said discharge 
portion. 

With respect to claim 16: Ciok does not explicitly teach an angle of inclination as claimed. 
However, it would be obvious to one of ordinary skill in the art to modify the angle so as to meet 
the claimed range, as both the accommodating means 8 of Ciok and the claimed 
accommodating means are bounded by the respective proximal folds toward which the oblique 
joint sections converge, and Ciok teaches that the accommodating means 8 is sized to 
accommodate the discharge portion and closure device 7 (Page 5, lines 1 1-25), as is the 
claimed accommodating means. Thus the size of the accommodating means is a design need. 
The angle of inclination would be based upon the dimensions of the proximal folds and the 
accommodating means. If there is a design need or a market pressure to solve a problem, and 
there are a finite number of identified, predictable solutions (i.e. dimensions for the proximal 
folds that will define an accommodating means size to fit the discharge portion), a person of 
ordinary skill in art has good reason to pursue known options within his or her technical grasp, 
and if this leads to anticipated success, it is likely product of ordinary skill and common sense, 
not innovation. 
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With respect to claim 17: A distance between the proximal joint sections (i.e. the lower ends of 
the oblique joint sections) taught by Ciok substantially corresponds to the cross-sectional 
dimensions of the corresponding part of the discharge portion 6, as the lower ends are the ends 
closest the proximal folds which define the boundaries of the accommodating means 8 which is 
specifically sized to accommodate the discharge portion 6. 

With respect to claim 21 : The said smaller bag thickness at said proximal joint section lower 
ends inherently and necessarily provides a recessed space in the form of an open receptacle 
having basis portion 9 between the oblique joint sections adjacent the discharge portion 6 in 
which said closure device 7 is fully accommodated in the in-use position so that said closure 
device 7 when received in said opening does not protrude outside an arched plane defined by 
the overall shape of the bag member, as can be seen in Fig. 6. (Page 5, lines 21-28) 

9. Claims 8 and 18 are rejected under 35 U.S.C. 103(a) as being unpatentable over Ciok 
( f 115) in view of Austin (U.S. Patent No. 4,790,834). 

With respect to claim 8: Ciok does not teach that the accommodating element is a comfort layer 
overlying said one outer film blank 2. However, such a layer attached to the outer film blank is 
simply another means for housing the discharge portion 6 on the outside rather than the inside 
of the film blank 2, therefore it would be obvious to one of ordinary skill in the art to modify the 
article of Ciok so as to provide a layer of material attached to the outside rather than the inside 
of said film blank 2 (the layer on the inside being film blank 3) to provide an equally effective 
accommodating means for the discharge portion to that claimed. If there is a design need or a 
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market pressure to solve a problem (i.e. providing a discreet housing for the discharge portion) 
and there are a finite number of identified, predictable solutions (i.e. positions on the film blank 
for attachment of the comfort layer), a person of ordinary skill in art has good reason to pursue 
known options within his or her technical grasp, and if this leads to anticipated success, it is 
likely product of ordinary skill and common sense, not innovation. 

Ciok does not teach that at least one opening is provided by a slit in said comfort layer. 
Austin teaches a single use catheter with a urine container 1 having layer 3 and at least one 
opening in the form of slit 87 in said comfort layer. Austin teaches that the slit allows access to 
sleeve 90 for easier attachment and removal of said waste collection container, therefore it 
would be obvious to one of ordinary skill in the art to modify the device of Ciok so as to have at 
least one opening in the form of a slit provided in the accommodating means (comfort layer) as 
taught by Austin so as to provide access to the discharge portion 6 for easier conversion of the 
portion 6 between its in-use and storage positions. ( f 834, Figs. 8,9, Col. 3, lines 55-57, Col. 5, 
lines 35-39) 

With respect to claim 18: Ciok does not teach that the accommodating element is a comfort 
layer overlying said one outer film blank 2. However, such a layer attached to the outer film 
blank is simply another means for housing the discharge portion 6 on the outside rather than the 
inside of the film blank 2, therefore it would be obvious to one of ordinary skill in the art to 
modify the article of Ciok so as to provide a layer of material attached to the outside rather than 
the inside of said film blank 2 (the layer on the inside being film blank 3) to provide an equally 
effective accommodating means for the discharge portion to that claimed. If there is a design 
need or a market pressure to solve a problem (i.e. providing a discreet housing for the 
discharge portion) and there are a finite number of identified, predictable solutions (i.e. positions 
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on the film blank for attachment of the comfort layer), a person of ordinary skill in art has good 
reason to pursue known options within his or her technical grasp, and if this leads to anticipated 
success, it is likely product of ordinary skill and common sense, not innovation. 

Ciok does not teach that at least one opening is provided by a slit in said comfort layer. 
Austin teaches a single use catheter with a urine container 1 having layer 3 and at least one 
opening in the form of slit 87 in said comfort layer. Austin teaches that the slit allows access to 
sleeve 90 for easier attachment and removal of said waste collection container, therefore it 
would be obvious to one of ordinary skill in the art to modify the device of Ciok so as to have at 
least one opening in the form of a slit provided in the accommodating means (comfort layer) as 
taught by Austin so as to provide access to the discharge portion 6 for easier conversion of the 
portion 6 between its in-use and storage positions. ('834, Figs. 8,9, Col. 3, lines 55-57, Col. 5, 
lines 35-39) 

10. Claims 9 and 19 are rejected under 35 U.S.C. 103(a) as being unpatentable over Ciok 
('115) in view of Austin (U.S. Patent No. 4,790,834) as applied to claims 8 and 18 above, and 
further in view of any one of Kavanagh et al (U.S. Patent No. 6,206,864), Schneider (U.S. 
Patent No. 5,403,299) and Nolan et al (U.S. Patent No. 4,213,458). 

With respect to claim 9: Ciok does not teach a reinforcing layer inserted between said one outer 
film blank 2 and said fairly suggested comfort layer at least in the area of said slit. However, 
such additional layers to prevent odor from escaping or as faceplates, are well known in the art 
as supported by Kavanagh, Schneider and Nolan. Therefore it would be obvious to one of 
ordinary skill in the art to modify the article of Ciok so as to have a reinforcing layer inserted 
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between said outer film blank and said fairly suggested comfort layer with a reasonable 
expectation of success to lend structural integrity to the instant bag member. 

With respect to claim 19: Ciok does not teach a reinforcing layer inserted between said one 
outer film blank 2 and said fairly suggested comfort layer at least in the area of said slit. 
However, such additional layers to prevent odor from escaping or as faceplates, are well known 
in the art as supported by Kavanagh, Schneider and Nolan. Therefore it would be obvious to 
one of ordinary skill in the art to modify the article of Ciok so as to have a reinforcing layer 
inserted between said outer film blank and said fairly suggested comfort layer with a reasonable 
expectation of success to lend structural integrity to the instant bag member. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Melanie J. Hand whose telephone number is 571-272-6464. The 
examiner can normally be reached on Mon-Thurs 8:00-5:30, alternate Fridays 8:00-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tatyana Zalukaeva can be reached on 571-272-1 1 1 5. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you 
would like assistance from a USPTO Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Examiner 
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